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Mr. Philip Chao
Office of Policy (HF-23),
Food ‘andDrug Administration
5600 Fishers Lane
Rockville, MD
20857

Re: Foreign Establishment Registration and Listing Regulation Amendments

Dear Mr. Chao,

On behalf of BIOTECanad~ I would like to thank you for this opportunity to comment
on proposed amendments to the Foreign Establishment Registration and Listing
Regulations that were published in the Center for Devices and Radiological Health’s
Federal Register Notice on May 14, 1999,

BIOTECanada is the national association representing the biotechnology industry and
research community in Canada. As a technology association, we focus on the issues and
activities affecting the Canadian biotechnology community, both natiomdly and
internationally. With membership drawn fiorn industry, regional and provincial
biotechnology associations, academia and the research community, BIOTECanada
currently has over 110 members and represents approximately 85’XO of the Canadian
biotechnology community. Through our committees, regional biotechnology associations
and other BIOTECanadd members, we work with decision-makers in all sectors to foster
the grow@ profitability and long term viability of the Canadian biotechnology industry,

In regard to the invitation to comment on the proposed amendments, BIOTECanada has
identifkd the following ifsues that would adversely impact the Canadian biotechnology
community: ‘\

Selection of a United State9 agent
● The cost of retaining an agent that must reside or maintain a business in the

United States wckdd be prohibit.k The nature of the communications
be~een the FDA d the agent is such that confidential business information
could be disclos& It would therefore be necessary for the foreign
establishment to obtain confidentiality agreement(s), thus incurring further
financial burden.
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DutiesoftheUnMxl States agent
● The amendments state that the FDA would describe some of the agent’s

duties, however, the exaet nature or scope of these responsibilities is not
delineated.

Small and mid-si% f?rrns awount for 72% of the Canadian biotechnology industry, which
~iwdly.th~ lyive &.&es@dina single product that is not yet ~ornrnercialized. As such,
these .Cotnpardes am continually cash-strapped. The additional financial load tiat the
amended regulations would place on these companies could potentially prevent them
from doing business in the United States. We would therefore offer for your
consideration the potential partial solution that would allow Canadian firms to identify
one of their own employees to be the agent to th,e FDA, This solution would clearly
alleviate tie financial burdens for Canadian companies. Since there am no significut
language, culture or time zones differences between Canada and the United States, this
soIution does not contradict the concerns of the FDA in this regard.

Thank you very much for this opportunity to provide our comments on this important
issue. We would welcome an opportunity to discuss in detail our position on the
proposed regulatory amendments with representatives born the Food and Drug
Administration. Should you have any questions, plezise do not hesitate to contact either
Sharon Dunn (&xociate, Regulatory Affhirs) or myself.

Sincerely,

~~~

Joyce Groote
President, BIOTECanada

Cc. Mr. David Dodge
Deputy Minister, ,
Health Canada

Mr. hum Michols
Direetor General,
Therapeutic Produqts Directoratep Health Canada
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